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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Mesalazine

Xnuwn Ovopacio : 5-Amino-2-hydroxybenzoic acid

Kwd.-EE 1 201-919-1

apOpuog CAS : 89-57-6

Kodwodg mpoidvtog 1 201600565

Zovavopo : Mesalazine, salts, hydrates, isomers and impurities where applicable

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TNV £pevva Kot avamTTuén Kot TV EXayYELLOTIKY eKTaidgvom.
Xpnomn g ovoiog/Tov peiypotog : Movo yo emoryyeALaTiKy xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Tepropiopoi ot xpron ;. Mn ypnowomnoteite : Katdnoon, Ewonvon, Agppaticd

1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

AGBpmon/epebiopog Tov déppatog, kotnyopia 2 H315
ZoPapn opboipkn BAGPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319
EvawsOntonoinon tov déppoatog, katnyopio 1 H317

Ewu to&ucotnta o Opyova-otodxous votepa and pia epdmad Exdeon, katnyopia H335
3, epeBIo oG TNG AVATVELGTIKNG 030V
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV
ATOQOOT LEG® KPIoNG EUTEPOYVOLUOVOV KOt OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivdovvov (CLP)

GHSO07
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H315 - IIpokodet epebiopod tov d€ppatos.

H317 - Mropei vo. pokadécel 0ALepYIK dEPUATIKY AvTidpoon.
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H319 - Ilpokaiei coPapd opBaipikd epediopo.
H335 - Mmopet vo. mpokarécet epebiopd g avamveuoTiking 0500.

AnAdoetlg Tpoevraéng (CLP) : P261 - Anogebdyete vo avomvéete okdvn/avabopidoels/aépia/otayovidio/atpons/eKveQMLOTAL.
P264 - TTAovete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpdomRo GYOAUCTIKA HETA TO XEPLOUO.
P271 - No ypnowonoteitatl pdévo og avotkto 1 kakd aepliopevo xmpo.
P272 - Ta polvopéva gvddpata epyociog dev npénet vo. fyaivouv amd 1o ydpo epyosios.
P280 - Noa popdte TpocTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVEOLATO/LEGO ATOUIKNG TPOCTAGIOG Y10 T
WATI0/T0 TPOCMOMO/TO AVTLAL.
P302+P352 - XE IIEPIIITQXH EITA®HXE ME TO AEPMA: ITA0vte pe apBovo vepod.
P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kot
aPNoTe TOV Vo EEKOVPOOTEL GE GTAGT TOV GIEVKOADVEL THV OVOTTVOT.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEen\ivete TpocekTiKd pe vepd
Y10 0PKETE AeTTd. AV VIAPYOLY POKOT EXAPTC, OPAPESTE TOVGS, AV givar £0KOL0. XuveyioTe va
Eemhévere.
P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adiabeoia.
P321 - Xpeidleton 8 ayoyn (PAEne copuminpopatikég 0dnyieg TpdTav Pondeidv oty eTikéta).
P332+P313 - Eav mapatnpnei epebiopdg tov dépuatog: Zvppovievdeite/Emokepdeite yiatpo.
P333+P313 - Eav mapatnpn0ei epebiopdg tov 6éppatog N epepaviotel e£avinua:
Yvppovievbeite/Emokepbeite yotpod.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopdc: Zvppovievbeite/Emokepbeite yotpd.
P362+P364 - Bydte to polvopuéva povya Kot TAHVTE To Ipv 1o EOVOYPTCULOTOUGETE.
P403+P233 - Amobnkevetan og KaAd aeplopevo ydpo. O mepléktng doTnpeitot epunTicd KAEIGTos.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuaBeon tov meplexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPANTOV,
GOUPOVOL [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot Sebvelg KovoviGHove.

ZNpavon coppova pe: E&apeitor ) ecotepikn) cvokevaoio, Ta meplexoeva g omoiag dev veepPaivovv to 10ml.

Agv anarteitol onpavon

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANpoPopie

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 GVGTATIKG,

3.1. Ovoieg
Ovopa AVayvopeTIKOg KOOTKOG % Koatdraén copoova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]
5-Amino-2-hydroxybenzoic acid apOpog CAS: 89-57-6 <100 Skin Irrit. 2, H315
Kwd.-EE: 201-919-1 Eye Irrit. 2, H319
Skin Sens. 1, H317
STOT SE 3, H335

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tunua 16

3.2. Meiypora

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Métpa tpdTev Bondeidv HeTd omd emaen pe TO dEpuo : KoBapiote ™ peyaivtepn duvorr mocsotnto okovmilovtdg ) (kabapd Kot Hodakd amoppoenTikd
Tavi).
Métpa tpotmv Bondetdv petd and exapn pe to pdtio : Eemlovete to patio pe vepod yio Aoyous acpodeiag.

4.2. ZNPavTIKOTEPO COPTTONATO KU1 ETOPAGELS, APEGES 1] NETAYEVECTEPES

Agv vrtdpyovv emmAéov TANPopopieg
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Agv vdpyovv emmALov TANPOPOPiEs

TMHMA §: Métpa Y10, TNV KOTATOAEPN O] TNG TVPKAYLAG

Katddnka péca nopdcPeong : KovBépta nmupdoPeonc.

Kivévvog mopkayidg : BMéme tpnpa 2.2.

Métpa Y10 TNV KOTOTOAEUNGT) TG TUPKOYLIG : Xpnoworomote péca KotdoBeons KatdAnia yio v tepparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLOG EKAVONG

6.1.1. I'a Tpoc®mTIKE GALO A6 TO TPOGMOTIKG EKTAKTNG UVAYKNG

Métpa kTaxTng aviykng : Amo@evyete kGBe meprrtn £xbeon.

6.1.2. ' Gropo mov Tpocpépovy TpaTeg PoniOereg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 7: Xeipiopog ko amodkevon

Aev vdpyovv emmAov TANPoPopies

Aev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.

"EAeyyog ¢ ék0eonc/atopiki) TpocTac

8.1.1 EOvikég oprokég Tipés enayyeipotikig ék0eong kan froroyikég oprakés Tipég

Agev vdpyovv emmAéov TANPOPOpieg

8.1.2. ZuvioTdpeves dradikooieg TapaKorovOnong

Agev vrdpyovv emmAéov TANpogopieg
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8.1.3. Zymparilovrar otoygio pHmaveong tov aépo

Aev vrdpyovv emmAéov TANpogopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpopopies
8.1.5. Ileproyéc eréyyov

Agev vdpyovv emmAéov TANpoPopieg
8.2."ELeyyor £ék0gong

8.2.1. Katdiinkor pnyavikoi Eheyyor

Katalinior pnyavikoi éreyyou:
Awatpniote og kaAd e€aeptlOpnevo Ydpo. ZuvO®S amatteiton GOGTNHO YEVIKOD UNYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopkOG TPOGTOTEVTIKOG EE0TAMGOG

8.2.2.1. IIpocTucio TOV PUTIOV KUL TOV TPOGAHTOV

Aev vdpyovv emmAéov TANpoPopieg
8.2.2.2. [Ipootacio Tov déppatog
IIpocrocia Tov déppartog:

o1l EpyooTNpiov

Ipootacia TV yePLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKMOV 00®V

Agv vrdpyovv emmAéov TANpopopieg

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAfov TANpoPopie

8.2.3."Ekeyyor meprfarrovrikig ékbeong

Agv vrapyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko ynRUIKES WO0TNTES

9.1. Zroyyeia yia Tig facIKES QUOIKES KA YNMIKES 1O10TNTES

Duowkn KoTdoToom 1 Zteped
APOLOL : Mn dwbéoyo
Oopn : Mn dwbéoyo
Op1o oopng : Mn dwbéoyo
Enueio T&emg 1 =275°C
Enpeio mhEewg : Mn dwbéopo
Enueio Bpacpon : Mn dwbéopo
Evopiektomta : Mn dwbéopo
Opra kKtvdvvov ekpnéemg 1 Agv oydet
Xoapniotepo 6pto £kpnéng 1 Agv oydet
Avdrtato 6pro expn&dmrag 1 Agv woydet
Znpeio avaereéng 1 Agv woydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arochvieong : Mn Swbéopo
pH 1 =4(0.8 g/1,20°C)
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) 1 Agv oydet
Awrvtomra © Negp6: 0.1-1g/l
ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéopo
(Log Kow)

Tdon aTumdv : Mn Swbéopuo
ITieon atpov ot Ogppokpacio S0°C : Mn Swbéopo
IMukvotnto : Mn dwbéopo
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ZyeTikn| TokvoTTOL : Mn dwbéoipo
Zyetkn mokvoTnTa aTpdY otovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéoipo

9.2.1. IIxnpogopieg oyeTKA pe TIC KLAGELS PVOLKOV KIVOUVOL

Agev vrdpyovv emmAéov TANpogopieg

9.2.2. AAha YOPUKTNPIGTIKA 0.6QULEiOG

Agv vrdpyovv emmAéov TANPOPopies

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

2100epd VIO KAVOVIKES GUVOTIKEG.

Aev vdpyovv emmAov TANPOPopieg

Kavévag yvootog/-1/-6.

Agev vrdpyovv emmAéov TAnpogopieg

Kopio o kavovikn xpron. BAéne tuiqpa 7.

Orav Oeppaivetar péypt Tov onpeiov S1GCTAONG, EKTEUTEL ETIKIVEVVOVG KOTVOUG.

TMHMA 11 EIKOAOYIKES TANPOQ

Oé&ela to&ucodmra (amd oToOHATOC) : Mn ta&wounuévog (Baoet tov dtabéoipov dedopévav, ta kprtnpia ta&vounong dev minpovvaon)
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wounuévog (Baoet tov dtobéoipov dedopévav, ta kprtnpia ta&vounong dev minpovvar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wounuévog (EMeparticd dedopévar)
5-Amino-2-hydroxybenzoic acid (89-57-6)
LD50 and tov otdpaTog 68 0povpaiong 2800 mg/kg (Ap. RTECS VO1400000)
AGBpwon ko epediopdg Tov dEppratog . Tpokodei epebiopd tov déppatos.
pH: =4 (0.8 g/1, 20 °C)
ZoPapn opOaipkn PAaPN/epedionog : Ilpokarel coPapd o@Oaipkd epebiopo.
pH: =4 (0.8 g/, 20 °C)
Evaisbntomoinem tov avamvevstikcob 1 : Mmnopei va Tpokorécet aAdepyikn deppatikn avtidpoon.
gvaucOntomoinon Tov déppatog
Metarlho&ryéveon YEVWNTIKOV KUTTAPOV : Mn ta&wopnpévog (Baoet tov dabéotumv dedopévmv, ta kprmpia To&vopnong dgv tAnpodvral)
Kapxwoyéveon : Mn ta&wopnuévog (EMeipartikd dedopévar)
To&wodmTa 6TV avamopay®Yn : Mn ta&wvounpévog (Baoet tov dobéoipov dedopévav, ta kKprnpa ta&vounong dev minpovval)
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mnopei va tpokorécet epedico TG OVOTVEVGTIKNG 0000.
epanag éxbeon
Ewu to&ucotnta ota dpyava-ctoyovg (STOT) — : Mn to&wvopnpévog (EMepaticd dedopévar)
emavelnppévn €kbeon
Enivduvotnta avappdenong : Mn ta&wopnuévog (Advvopio cLAAOYNG SEGOUEVOV Vi TEYVIKODG AOYOLC)
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Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 12: OwoAoyikéc TANPOQPOPieg

Owoloyia - yevikd . Aev mopovoidlet Waitepo Kivduvo yio to TepPaiiov.

Emwcivduvo yio to vddartivo mepiparrov, Bpayvrpodbeopog : Mn ta&wopnuévog (Baoetl tov dtabéotumv dedopévav, to kprmpla ta&vopunong dgv TAnpodvar)
(0&be)

Emwcivduvo yio to vddartivo mepipdilov, pakporpdbeopog : Mn ta&wopnuévog (Baoetl tov dtabéotumv dedopévav, to kprmmpla ta&vopunong dgv TAnpodvar)
(xpoviog)

Aev voiotaton Tayeio amocvvieon

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 13: Xtoyyeio oyeTikd pe 11 o1a0eon

Aev vdpyovv emmAéov TANPOPopies

TMHMA 14: ITAnpo@opicg 6YETUKA PE T NETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

Agv 1oy0€1 Agv 1oy0€1 Aev 1oy0¢et

14.2. Owkeio ovoposia arootoriig OHE

Agv 1oy0g1 Agv 1oy0g1 Aev 1oy0det

14.3. Tagn/-e1g KtvdHvov KOTA TN PETO.POPE

Aev 1oy0¢t Aev woyvet Aev oyvet

14.4. Opada cvekevaciog

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et
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ADR IMDG IATA

14.5. IleprforhovTiki] emKivouvoTNTA

Agv 1oy0et Agv woyvet Agv woyvet

Agv vapyovv emmAéov Stabéctpes TANPOEOpies

14.6. EWdwuéc mpo@uAhdelg yia Tov (pietn

Eniyewo petagopa
Aev 1oy0et

petapopd péco Baraocong
Aev 1oyvet

Evaépro petagopd
Aev 1oy0et

14.7. Oaldooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopo0etiko yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Ko o aepifdirov yio TV ovoia 1 10 peiypa
15.1.1. xovoviopoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev nepthapfaveton oto Mapdaptnua XVII tov REACH

Hapaptpa XIV 100 REACH (Katdroyog a.0£1060Tn61G)

Aev tephappavetot oto Mapdapmua XIV tov REACH (Katdroyog ade1086tmong)
Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfdavetor otov Katdloyo vroyneuwy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)
Aev gpoppoletar.

Kavoviepéc POP (EE 2019/1021, Eppovot opyavikoi pomot)

Aev gpoppodletar.

Kavoviopog mepi e€aobévnong Tov 6Covrog (EE 1005/ 2009)

Aev tepilapfavetatl 6tov KatdAoyo ovcumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdc mepi ekpnktikdv apédpopmv ovordv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meprapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyetikd pe v gumopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi npédpopmv ovotdv vapkotik®dv (EK 273/2004)

Aev Tepiéyet ovoio(eg) mov TePAaBAVETAL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VSIAV VapKOTIK®OV (Kavoviopog EK 273/2004 oyetikd pe Tig tpdSpopeg ovoieg

VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Aev vdpyovv emmAov TANPoPopies

15.2. A&ordynon ymuikig aoc@dierog

Aev vrdpyovv emmAéov TANpoPopieg
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TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov
Tpnpa Tpomorompévo cToyEio Tpomomoinon Mopatnpriceg
Autia gdv dev €xovv Ta&voun0ei Ipootédnke
Avtikofiotd v ékdoon Ipootédnke
evnuépmoN Ipootédnke
1.1 Kwd.-EE Ipootédnke
1.1 opOpos CAS IIpootédnke
1.2 Iepropiopoi otn xprion ITpootédnke
1.2 Xpnon g ovciog/Tov pelypatog Ipootédnke
1.2 Kopuo katnyopia ypnong Ipootédnke
1.2 Kamnyopia Aetrovpyiog 1 xpriong Ipootédnke
2.1 AvemBopunteg puotkoynkeég emdpaoels, kabwg | [lpootédnke
KO EMOPAGELS 6TV avOpdTIvn vYEia Kot 6T0
nepBaAiov
2.1 Katdraén coppova pe my odnyio 1272/2008 EK | Ilpootédnke
[CLP]
2.2 Anhaoeig tpogvraing (CLP) Ipootédnke
2.2 Aniooelg emkvduvomtag (CLP) Ipootédnke
22 [poewdomomtikn AéEn (CLP) Ipoctédnke
22 Ewovoypdpupora kvdvvov (CLP) Ipootédnke
4.1 Métpa tpdTev Pondeidv petd omd exopn pe to Ipootédnke
déppa
4.1 Métpa TtpdTOv Pondeidv petd ond emopn pe To ITpootédnke
paTio
5.1 Katdhinkao péoa mopdofeong Ipootédnke
5.2 Kivdvvog mupkaytdc Ipootédnke
53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG Ipootédnke
6.1 Métpa EKTOKTNG OVAYKNG Ipootédnke
7.3 Ewdwég yprioetg telucod kotavoimt ITpootébnke
8.2 Ipoctacio tmv yepudv ITpootébnke
8.2 Katdiinkot unyavikoi Ereyyot Tpootédnke
8.2 TIpootaoio Tov déppoatog Ipootédnke
9.1 pH Ipootédnke
9.1 Enpeio Téewg Ipootébnke
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Tpomorompévo cToyyeio Tpomomoinon

Mopatnpriceg

12.1

Owoloyia - yevikd Ipootédnke

M peg keipevo ppacswv H ko EUH:

Eye Irrit. 2 YoBapn o@Oaipcr BAAPN/0pBakkdg epediopdg, katmyopio 2

H315 IpokaAel epebiopd tov déppatog.

H317 Mmnopei va Tpokarécet odlepyikny deppatik avtidpoon.

H319 TIpoxarei coPapd opBaiikd epebiopo.

H335 Mmopei vo Tpokarécel EpeBIoIO TG AVATVEVGTIKNG 050V.

Skin Irrit. 2 AGBpwon/epebiondg Tov déppatog, katnyopia 2

Skin Sens. 1 EvaisOntomoinen tov déppatog, katnyopia 1

STOT SE 3 Ewdum to&ucotnta o Opyava-ctodxous Dotepa and pio epdmas Ekdeon, kotnyopia 3, epeBIoOg TG OVOTVELGTIKNG 0000

Agltio Agdopévaov Acpaleiog (AAA), EE

ATIOITOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o€ antd to dehtio mpoépyovtat and mnyés Tig onoieg Oempodpe a&iomotes. [apoia avtd, divovtot

XOPIG Kapio gyydnon, pntn N appnTn, Yo Ty akpifetd tovg.
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